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DECLARATION UNDER 37 C.F.R. § 1.132 OF MICHAEL J. KUBEK 

I, Michael J. Kubek, do hereby declare as follows: 

1 . I received a Bachelor of Science degree in Biology in 1967 from the 
University of Dayton, a Master of Science degree in Endocrinology in 1969 from the 
University of Dayton, and a Doctor of Philosophy in Neuroendocrinology in 1975 from the 
University of Rochester School of Medicine. Following my graduate work, I was employed 
as a postdoctoral fellow in the Center for Endocrinology, Metabolism and Nutrition at 
Northwestern University School of Medicine from 1975 - 1978. 

2. I have been employed as a Professor in the Indiana University School of 
Medicine from 1978 to the present. Since 1987, 1 have been an Associate Professor of 
Neurobiology and an Associate Professor of Anatomy and Cell Biology in the Indiana 
University School of Medicine. Prior to my current position, I was an Assistant Professor of 
Anatomy and Neurobiology from 1982 - 1987, and an Assistant Professor of Anatomy from 
1978 - 1982 in the Indiana University School of Medicine. 
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3. I am the author or co-author of over 40 peer-reviewed research papers, as well 
as several book chapters, in the fields of neurobiology, neuroendocrinology, and 
nanotechnology, as set forth in the attached Biographical Sketch. 

4. I am the named inventor in the present application. The present invention relates 
to a method for selectively increasing glutamate and/or aspartate release in a central nervous 
system locus in a site-specific manner comprising the steps of: selecting a central nervous 
system locus; and providing prolonged release of thyrotropin-releasing hormone in situ at the 
central nervous system locus over a period of time by placing at least one biodegradable, non- 
bursting, non-spherical microstructure into the central nervous system locus, wherein the 
microstructure comprises 1 - 90% thyrotropin-releasing hormone and the remainder a 
biodegradable matrix. 

5. Given that biodegradable drug-releasing implants are inserted into specific 
loci in the brain to deliver local drug therapy, maintaining the location of the implant 
throughout the entire degradation cycle is important to maintain effective therapy. Assuming 
that constructs of all shapes and sizes degrade at a uniform rate proportionate to their surface 
area, a spherical implant of any size will shrink from its original size to a size where its 
largest cross section is not of sufficient size to prevent construct migration through the 
intercellular space. This property enables spherical implants to migrate away from the 
intended therapeutic region during degradation. 

6. Unlike a spherical construct, a non-spherical construct with a length greater 
than its width, such as a cylinder, microdisk, or a rod, would be able to maintain a one 
dimensional length of sufficient size throughout the entire degradation process, thereby 
preventing migration during construct degradation. While both spherical and non-spherical 
constructs degrade at a constant rate proportionate to their surface area, only the non- 
spherical construct can maintain a sufficiently large one-dimensional length to prevent 
diffusion of the implant over the entire degradation of the construct, enabling the therapy 
provider to more closely control the location of drug delivery. 

7. I hereby declare that all statements made herein of my own knowledge are true 
and that all statements made on information and belief are believed to be true, and further that 
these statements were made with the knowledge that willful false statements and the like so 
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made are punishable by fine or imprisonment, or both, under § 1001 of Title 18 of the United 
States Code, and that such willful, false statements may jeopardize the validity of the 
application or any patent issued thereon. 




Date: December 10, 2007 Michael J. Kubek, Ph.D. 
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Provide the following information for the key personnel and other significant contributors in the order listed on Form Page 2. 
Follow this format for each person. DO NOT EXCEED FOUR PAGES. 
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EDUCATION/TRAINING (Begin with baccalaureate or other initial professional education, such as nursing, and include postdoctoral training.) 



INSTITUTION AND LOCATION 


DEGREE 
(if applicable) 


YEAR(s) 


FIELD OF STUDY 


University of Dayton, Dayton, OH 


B.S. 


1967 


Biology 


University of Dayton, Dayton, OH 


M.S. 


1969 


Endocrinology 


University of Rochester Sch. Med., Rochester, 


Ph.D. 


1975 


Neuroendocrinology 


Northwestern University Sch. Med., Chicago, IL 


Postdoc 
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Neuroendocrinology 



A. Positions and Honors. 



POSITIONS AND EMPLOYMENT 

1 967-1 969 Teaching Assistant, Department of Biology, University of Dayton 

1970-1975 Predoctoral Fellow, Depts. of Anatomy and Medicine, U. Rochester School of Medicine 

1975-1978 Postdoctoral Fellow, Center for Endocrinology, Metabolism and Nutrition, 

Northwestern University School of Medicine 
1978-1982 Assistant Professor of Anatomy, Department of Anatomy, Indiana University School 

of Medicine 

1 982-1 987 Assistant Professor of Anatomy and Neurobiology, Depts. of Anatomy and Psychiatry, 

Indiana University School of Medicine 
1987-Present Associate Professor of Anatomy & Cell Biology and Neurobiology, Depts. of Anatomy 

and Psychiatry, Indiana University School of Medicine 

Military Service 

Captain, U.S. Army Reserve, Chemical Corps, 1974-80. 

Mobilization Designee: U.S. Army Research Institute of Chemical Defense, Edgewood, MD. 
Laboratory of Dr. Ludwig A. Sternberger, Chief: Immunology Branch, Biochemical Research 
Laboratory, Edgewood, MD., 1975-77. 

Laboratory of Dr. James L. Meyerhoff, Chief Neuroendocrinology and Neurochemistry Branch, 
Department of Medical Neuroscience, Walter Reed Army Institute of Research, Washington, 
D.C., 1978-80. 



HONORS AND AWARDS 

Alpha Epsilon Delta Honor Society, University of Dayton 

Recipient, NIH Predoctoral Fellowship, University of Rochester School of Medicine 
Recipient, NIH Postdoctoral Traineeship, Northwestern University School of Medicine 

Recipient, US Patents, 6,303,134 (2001), 6,491,939 (2002), 6,699,491 (2004), 7,229,635B2 (2007) 
Pharmacotherapeutic Process and Composition for CNS Disorders. 
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NiNDS, R13-NS049948-01 Neuropeptides and Epilepsy, 07/05/04 - 07/1 1/05, $5,000 (Total) PI. 
American Epilepsy Society: AES Workshop Grant: Neuropeptides and Epilepsy, 07/05/04 - 07/11/05, 
$7,000 (Total) PI 

Ortho-McNeil Pharmaceutical: Conference Grant CME support: Neuropeptides and Epilepsy, 07/05/04 ~~ 
07/1 1/05, $4,000 (Total) PI 

Bachem Corporation: Conference Grant: Neuropeptides and Epilepsy, 07/05/04 - 07/1 1/04,$1,000 (Tot) PI 
Durect Corporation: Conference Grant: Neuropeptides and Epilepsy, 07/05/04 - 07/1 1/04, $750 (Tot) PI 
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The grants listed above are in support of satellite research symposia on Neuropeptides in Epilepsy as part of 
the Annual International and/or National Summer Neuropeptide Conference, lllana Gozas, Tel Aviv, Israel and 
Douglas Brennemen, Spring House, PA, Organizing Co-Chairs 

BSF, United States Israel Bi-national Science Foundation- Long Acting Neurotransmitter Proteins for 
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09/30/03, $150,765. (Total), U.S.A. Co-PI's, M.J. Kubek/K.E. Byrd; Israel PI, I. Ringel. 

CURE: Citizens United for Research in Epilepsy: Intranasal Delivery of Sustained-Release 
Anticonvulsant Neuropeptide Nanoparticles in Seizure Therapy, 1/01/06 - 12/30/07, $70,000. (Total), PI. 
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Epilepsy Research Foundation: New Therapy Grants: Intranasal delivery of sustained-release TRH 
nanoparticles in anticonvulsant therapy. 1/01/08 - 12/30/08, $121,005. (Total), PI 
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2012, $4M (Indirect), F. Leonessa, Co-PI, M.J. Kubek, Co-PI, $1.1 M (Total) subcontract. 



